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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 24 November 2006 . 
2a)|EI This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-4 and 6-11 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 1-4 and 6-11 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 18 May 2006 is/are: a)^ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 
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1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.^ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

A response and amendment were received and entered on March 13, 2008. All 
evidence and arguments have been fully considered. Claim 5 has been cancelled. 
Claims 1-4 and 6-11 are pending and examined on the merits in this office action. 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 1 -4 and 6-1 1 are rejected under 35 U.S.C. 1 1 2, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

3. The term "large scale-up" in claims 1 , 8 and 9 is a relative term which renders the 
claims and their dependents indefinite. The term is not defined by the claims, the 
specification does not provide a standard for ascertaining the requisite degree, and one 
of ordinary skill in the art would not be reasonably apprised of the scope of the 
invention. For example, "large scale-up" could mean the compatibility with a 1 L culture, 
a 1 00 L culture or a 1 00,000 L culture. 

4. In claim 2, it is also unclear how applicant intends for the wave induction 
mechanism to "move from 8 to 20% of the surface area of the lower part of the culture 
chamber". For example, the mechanism could move from supporting 8% of the surface 
area to supporting 20% of the surface area, it could be actively involved in moving only 



Application/Control Number: Page 3 

10/595,890 

Art Unit: 1651 



8-20% of the surface area, or only 8-20% of the surface area could be moved by the 
mechanism. 



Claim Rejections - 35 USC § 101 

5. The rejections under 35 U.S.C. 101 have been withdrawn due to amendment. 



Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

7. Claims 1-4 and 6-11 stand rejected under 35 U.S.C. 102(b) as being anticipated 
by Singh (US 6,190,913). Claim 1 recites a cell culture apparatus comprising a flexible 
culture chamber, and a wave induction mechanism that lifts up between 5 and 50% of 
the length of the culture chamber and is compatible with large scale-up. Claim 2 recites 
the cell culture apparatus according to claim 1 , wherein the wave induction system 
moves from 8 to 20% of the surface area of the lower part of the culture chamber. 
Claim 3 recites the cell culture apparatus according to claim 1, wherein the wave 
induction mechanism moves part of the lower part of the culture chamber to an angle of 
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1 to 90 degrees. Claim 4 recites the cell culture apparatus according to claim 1 , 
wherein the culture chamber comprises means to circulate air. Claim 6 recites the cell 
culture apparatus according to claim 1, wherein the culture chamber is a flexible plastic 
bag. Claim 7 recites the cell culture apparatus according to claim 1 , wherein the culture 
chamber is filled from 10 to 80%. Claim 8 recites a method for cultivating plant cells, 
animal cells, or microorganisms, the method comprising providing a cell culture 
apparatus that comprises a flexible culture chamber, and a wave induction mechanism 
that lifts up between 5 and 50% of the length of the culture chamber and is compatible 
with large scale-up; and cultivating plant cells, animal cells, or microorganisms in the 
cell culture apparatus. Claim 9 recites a method for producing biomass cells, 
embryogenic plant cells, metabolites, secondary plant metabolites and/or recombinant 
molecules comprising providing a cell culture apparatus that comprises a flexible culture 
chamber, and a wave induction mechanism that lifts up between 5 and 50% of the 
length of the culture chamber and is compatible with large scale-up; and growing 
biomass cells, embryogenic plant cells, metabolites, secondary plant metabolites and/or 
recombinant molecules in the cell culture apparatus. Claim 10 recites the cell culture 
apparatus according to claim 1 wherein the wave induction mechanism moves part of 
the lower part of the culture chamber to an angle of 1 to 25 degrees. Claim 1 1 recites 
the cell culture apparatus according to claim 1 wherein the culture chamber is filled from 
20 to 40%. 

8. Singh teaches a cell culture apparatus comprising a flexible cell culture chamber 
(such as a plastic bag) and a wave induction mechanism (abstract, fig. 1). Singh 
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teaches that the wave induction mechanism is a pivot point which alternately rocks each 
side of the cell culture chamber, i.e. 50% of the cell culture chamber is lifted alternately 
(col. 4, lines 7-17, fig. 1). The pivot point (i.e. wave induction mechanism) in the method 
of Singh does not occupy more than 20% of the surface area of the cell culture chamber 
in the embodiment shown in fig. 1 . Singh teaches that the wave induction mechanism 
moves the cell culture chamber between one and fifteen degrees (col. 4, lines 18-21). 
Singh teaches that the liquid phase may comprise 10 to 80% of total bag volume; as is 
clear from the figures, Singh anticipates the bag volume to be approximately 20 to 40% 
(col. 4, lines 30-34, figs. 1-3). Singh teaches that the cell culture chamber comprises a 
means to circulate air (col. 4, lines 34-49). Singh teaches a method of cultivating plant, 
animal, insect or microbial cells (i.e. biomass cells) using the apparatus (abstract). 

9. Therefore, Singh anticipates all of the limitations of the cited claims. 

10. Claims 1-4 and 6-11 stand rejected under 35 U.S.C. 102(e) as being anticipated 
by Hubbard (US 2005/0063250 A1 ). The claims are discussed above. 

1 1 . Hubbard teaches a cell culture apparatus comprising a flexible culture chamber 
(i.e. a fermentor) and a wave induction mechanism (a bag that is capable of being 
selectively pressurized and deflated; abstract). Hubbard teaches that the wave 
induction mechanism may be located under a portion of the bag, and alternately lifts 
between 5 and 50% of the bag shown in fig. 4 (p. 2, par. 34, fig. 4, p. 3, par. 51). The 
bag shown in fig. 4 is lifted at an angle of between 1 and 90 degrees. Hubbard teaches 
that the culture chamber may be a flexible plastic bag and that the culture chamber 
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comprises a means to circulate air (p. 2, par. 30, p. 3, par. 45). Hubbard teaches that 
the bags may be filled from 20 to 80% of the bag volume (p. 2, par. 29). Hubbard 
teaches that the apparatus may be used in a method for producing biomass cells, such 
as microorganisms (p. 2, par. 29). 

12. Therefore, Hubbard anticipates all of the limitations of the cited claims. 

Response to Arguments 

1 3. Applicant's arguments filed March 1 3, 2008 have been fully considered but they 
are not persuasive. Applicant argues that the claims are sufficiently definite. Applicant 
argues that the cited references do not anticipate the claimed invention because they 
are incompatible with large scale-up. Applicant argues that the teachings of the cited 
references do not provide the same advantages as the invention recited in the instant 
claims. 

14. In response to applicant's argument that the claims are sufficiently definite, it is 
noted that it is unclear how applicant intends for the wave induction mechanism to 
"move from 8 to 20% of the surface area of the lower part of the culture chamber". For 
example, the mechanism could move from supporting 8% of the surface area to 
supporting 20% of the surface area, it could be actively involved in moving only 8-20% 
of the surface area, or only 8-20% of the surface area could be moved by the 
mechanism. Although applicant argues that one of ordinary skill in the art would 
understand that the language is intended to describe the apparatus exemplified in the 
specification, applicant is reminded that the claims are interpreted in light of the 
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specification, limitations from the specification are not read into the claims. See In re 
Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). Therefore, applicant's 
argument has not been found to be persuasive. 

1 5. In response to applicant's argument that the cited references do not anticipate 
the claimed invention because they are incompatible with large scale-up, it is noted that 
the term "large scale-up" is a relative term which renders the claims indefinite. The term 
is not defined by the claims, the specification does not provide a standard for 
ascertaining the requisite degree, and one of ordinary skill in the art would not be 
reasonably apprised of the scope of the invention. For example, "large scale-up" could 
mean the compatibility with a 1 L culture, a 100 L culture or a 100,000 L culture. Since 
the metes and bounds of the claims are unclear, and the teachings of the prior art could 
be found to encompass compatibility with "large scale-up", the references anticipate the 
claims of the instant application. Applicant's argument that the references do not 
anticipate the claims is therefore not found to be persuasive. 

16. In response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies 
(i.e., the advantages cited by applicant, such as lower cost, the use of a small motorized 
arm and the ability for the apparatus to be placed on a floor surface) are not recited in 
the rejected claim(s). Although the claims are interpreted in light of the specification, 
limitations from the specification are not read into the claims. See In re Van Geuns, 988 
F.2d 1181,26 USPQ2d 1057 (Fed. Cir. 1993). Thus, applicant's argument that the 
references do not teach the claimed features is not persuasive. 
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17. Therefore, applicant's arguments have been fully considered, but they are not 
found to be persuasive. 



Conclusion 

No claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SHERIDAN R. MACAULEY whose telephone number is 
(571)270-3056. The examiner can normally be reached on Mon-Thurs, 7:30AM- 
5:00PM EST, alternate Fridays. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on (571) 272-0926. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Leon B Lankford/ 

Primary Examiner, Art Unit 1651 
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